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Abstract: Objective: The feasibility of near-infrared spectroscopy (NIRS) for baicalin content analysis in intermediates
of Qingkailing Injection was verified in this work. Methods: The NIR spectra were collected in the transmission mode. The

reference method used for the baicalin determination was HPLC assay recommended by the Chinese Pharmacopoeia (CHP, 2010
Edition) for Qingkailing Injection. The model was developed based on partial least squares regression (PLS) and the R, standard
error of calibration and prediction (SEC and SEP) was used for the evaluation of the model adequacy. A novel approach based on
accuracy profile which allowed the acquisition of the lower limit of quantification (LLOQ) was used to validate the robustness and
accuracy of PLS model. Results: Rcal, Rval, SEC and SEP were 0.9978, 0.9995, 723.0 pg/mL and 513.8 pg/mL. The acceptance
limits were set at £15% while the maximum risk to obtain results outside these acceptance limits was set at 10%. The accuracy
profile showed that PLS model was able to determine baicalin content, whose LLOQ was about 8 025 pg/mL. Conclusion: The
conclusion illuminated the feasibility of the NIR method when the content of baicalin is greater than 8 025 ug/mL, and provided a

guideline of NIR accurate measurement in rapid analysis of intermediates of Qingkailing Injection.
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